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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
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Applicants' arguments; filed 11/19/01, 6/14/02, and 
10/10/02; have been fully considered but they are not deemed to 
be persuasive. Rejections and/or objections not reiterated from 
previous office actions are hereby withdrawn. The following 
rejections and/or objections are either reiterated or newly 
applied. They constitute the complete set presently being 
applied to the instant application. 

Claim 45 is rejected under 35 U.S. C. § 112, first paragraph, 
as containing subject matter which was not described in the 
specification in such a way as to enable one skilled in the art 
to which it pertains, or with which it is most nearly connected, 
to make and/or use the invention. 

Factors to be considered in determining whether a disclosure 
would require undue experimentation have been summarized in Ex 
parte Forman , 230 USPQ 546 (BPAI 1986) and reiterated by the 
Court of Appeals in In re Wands , 8 USPQ2d 1400 at 1404 (CAFC 
1988) . The factors to be considered in determining whether undue 
experimentation is required include: (1) the quantity of 
experimentation necessary, (2) the amount or direction presented, 
(3) the presence or absence of working examples, (4) the nature 
of the invention, (5) the state of the prior art, (6) the 
relative skill of those in the art, (7) the predictability or 
unpredictability of the art, and (8) the breadth of the claims. 
The Board also stated that although the level of skill in 
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molecular biology is high, the results of experiments in genetic 
engineering are unpredictable. While all of these factors are 
considered, a sufficient amount for a prima facie case are 
discussed below. 

The practice of the "Levenberg-Marquandt method" in claim 45 
has not been set forth in the instant specification. Without 
specific guidance for its performance, the method is guesswork 
and clearly undue experimentation. Applicants allege that the 
reference cited in the specification on page 46, lines 11-28, 
documents the well known procedure of the Levenberg-Marquandt 
method" . In response this method performance is noted as clearly 
a claim limitation in instant claim 45 and thus its performance 
is essential subject matter for the practice of claim 45. Also, 
in response the incorporation by reference of essential subject 
matter by citing a printed publication is not enabling as noted 
in the following paragraph. Applicants also allege that this 
method is well known but without supplying any factual support 
for this being a well known method. This argument is therefore 
an allegation without factual support and thus non-persuasive. 
It is noted that a method which is well known seemingly should be 
easily documented as such by applicants supplying supporting 
documentation. This rejection is therefore maintained from the 
previous office action, mailed 7/18/01. 

The incorporation of essential material by reference to a 
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foreign application or foreign patent or to a publication 
inserted in the specification is improper. Applicant is required 
to amend the disclosure to include the material incorporated by 
reference. The amendment must be accompanied by an affidavit or 
declaration executed by the applicant, or applicant's attorney or 
agent, stating that the amendatory material consists of the same 
material incorporated by reference in the referencing 
application. In re Hawkins, 486 F.2d 569, 179 USPQ 157; In re 
Hawkins, 486 F.2d 579, 179 USPQ 163; In re Hawkins, 486 F.2d 577, 
179 USPQ 167. 

Claim 41-45 and 48-88 are rejected, as discussed below, 
under 35 U.S. C. § 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. 

This rejection is maintained and reiterated from the 
previous office action, mailed 7/18/01, and as necessitated by 
newly added claim 88. Applicants argue that the determination of 
the "best scaling transformations" is set forth as scaling to 
minimize the difference between the drug response and the model 
drug response and is performed for each and every biological 
pathway being analyzed. In response it remains vague and 
indefinite as to what this "best" scaling determination 
corresponds to. That is, by separately minimizing said 
difference, the response profiles are confusingly not relating 
drug responses per se but rather relating the best fit to a 
target model which may or may not be accurate. This seems 
philosophically like shooting a number of times at the side of a 
barn and then drawing a target on the barn that most closely 



Serial No. 09/374,565 



- 5 - 



Art Unit: 1631 



encompasses the hits. This confusingly thus seems to bias the 
data via the desired model without maintaining the actual drug 
response profiles as they correspond to the biological drug 
responses. Clarification via clearer claim wording is requested. 
No claim is allowed. 

Applicants' amendment necessitated the new grounds of 
rejection. Accordingly, THIS ACTION IS MADE FINAL. See M.P.E.P. 
§ 706.07(a). Applicants are reminded of the extension of time 
policy as set forth in 37 C.F.R. § 1.136(a). 

A SHORTENED STATUTORY PERIOD FOR RESPONSE TO THIS FINAL 
ACTION IS SET TO EXPIRE THREE MONTHS FROM THE DATE OF THIS 
ACTION. IN THE EVENT A FIRST RESPONSE IS FILED WITHIN TWO MONTHS 
OF THE MAILING DATE OF THIS FINAL ACTION AND THE ADVISORY ACTION 
IS NOT MAILED UNTIL AFTER THE END OF THE THREE -MONTH SHORTENED 
STATUTORY PERIOD, THEN THE SHORTENED STATUTORY PERIOD WILL EXPIRE 
ON THE DATE THE ADVISORY ACTION IS MAILED, AND ANY EXTENSION FEE 
PURSUANT TO 37 C.F.R. § 1.136(a) WILL BE CALCULATED FROM THE 
MAILING DATE OF THE ADVISORY ACTION. IN NO EVENT WILL THE 
STATUTORY PERIOD FOR RESPONSE EXPIRE LATER THAN SIX MONTHS FROM 
THE DATE OF THIS FINAL ACTION. 

Papers related to this application may be submitted to 
Technical Center 1600 by facsimile transmission. Papers should 
be faxed to Technical Center 1600 via the PTO Fax Center located 
in Crystal Mall 1. The faxing of such papers must conform with 
the notices published in the Official Gazette, 1096 OG 30 
(November 15, 1988), 1156 OG 61 (November 16, 1993), and 1157 OG 
94 (December 28, 1993) (See 37 CFR § 1.6(d)). The CMl Fax Center 
number is either (703)308-4242 or (703)305-3014. 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to 
Ardin Marschel, Ph.D., whose telephone number is (703)308-3894. 
The examiner can normally be reached on Monday- Friday from 8 A.M. 
to 4 P.M. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Michael Woodward, Ph.D., 
can be reached on (703)308-4028. 
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Any inquiry of a general nature or relating to the status of 
this application should be directed to Legal Instrument Examiner, 
Tina Plunkett, whose telephone number is (703)3 05-3524 or to the 
Technical Center receptionist whose telephone number is (703) 
308-0196 . 



February 10, 2003 




AROIN H. MARSCHEL 



